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Device Name: Eagle Eye TM Gold IVUS CatheterNolcano VH IVUS System

Classification name: Class
* 870.1200 Diagnostic Intravascular catheter II
* 892.1560 Ultrasonic pulsed echo imaging system II
* 892.1570 Diagnostic ultrasonic transducer 11

Predicate Device:
The Eagle EyeTm Gold IVUS Imaging Catheter is substantially equivalent to:
Eagle EyeTM IVUS Imaging Catheter (Intravascular Ultrasound Imaging Catheter)
cleared under K031346 on June 23, 2003.

The Volcano VH IVUS System is substantially equivalent to: Volcano IVUS
System cleared under K042188 on November 10, 2004.

Device Description:
The Eagle Eye catheter incorporates a cylindrical ultrasound transducer array.
The array radiates acoustic energy into the surrounding tissue and detects the
subsequent echoes. The information from the echoes is used to generate real-
time images of the coronary and peripheral vessels.

The Eagle Eye T M Gold catheter utilizes an internal lumen that allows the catheter
to track over the 0.014" (0.36mm) guide wire. The guide wire exits from the
guide wire lumen approximately 24 cm proximal to the catheter tip. The Eagle
Eye Gold catheter is introduced percutaneously or via surgical cut down into the
vascular system.

The Eagle Eye Gold catheters may only be used with the In-Vision TM Imaging
System using v4.2 software or higher or v4.2 VH software or higher and can also
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used with Volcano VH IVUS System software vl.2 or higher. This catheter will
not operate if connected to any other imaging system.

The Volcano VH IVUS (VI) System is a combination of proprietary hardware and
software. The system is an accessory device to In Vision Gold, a conventional
IVUS device to provide another visualization of the peripheral and coronary
vasculature.

The hardware portion consists of a high-speed computer placed on-board the In
Vision Gold console, specifically built for use in medical institutions; high-speed
analog-to-digital conversion circuitry and proprietary gating circuitry. The system

is connected to the conventional IVUS system and the ECG system using typical
cabling. The IVUS radiofrequency output is used directly by the Volcano IVUS
System and the ECG output is used to gate or time the collection / recording of
the IVUS signal.

The software that provides the user interface is Windows 2000 Professional. The
Volcano IVUS System comprises a data acquisition module and a data analysis
module. The data acquisition module communicates with the analog-to-digital
conversion circuitry and manages the joining of the data from individual scans
that constitute a "slice". The data analysis module analyzes each of the slices.
These images are visually reviewed, a segment for analysis is selected, and

vessel inner and outer borders are identified. The black and white IVUS files are
processed to produce the five color bit-mapped Volcano IVUS image files.

Intended Use:

The Eagle Eye Gold catheters are designed for use in the evaluation of
vascular morphology in blood vessels of the coronary and peripheral vasculature
by providing a cross-sectional image of such vessels. This device is not currently
indicated for use in cerebral vessels. The Eagle Eye Gold ultrasound imaging
catheters are designed for use as an adjunct to conventional angiographic
procedures to provide an image of the vessel lumen and wall structures.

Volcano VH IVUS System is intended to be used in conjunction with
imaging catheters during diagnostic ultrasound imaging of the peripheral and
coronary vasculature. The Volcano VH IVUS System is intended to semi-
automatically visualize boundary features and perform spectral analysis of RF
ultrasound signals of vascular featues that the user may wish to examine more
closely during routine diagnostic ultrasound imaging examinations.

Device Technological Characteristics and Comparison to Predicate Device:
The Eagle Eye TM Gold IVUS Imaging Catheter is substantially equivalent to:
Eagle Eye T M IVUS Imaging Catheter (Intravascular Ultrasound Imaging Catheter)

cleared under K031346 on June 23, 2003. The Volcano VH IVUS System is

substantially equivalent to: Volcano IVUS System cleared under K042188 on
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November 10, 2004. Labeling has been revised in order to provide clarifications
for the user.

The fundamental scientific technology remains the same.

The Eagle Eye TmGold IVUS Catheter and Volcano VH IVUS System use the
same fundamental scientific technologies and have the same intended use as
that of the predicate devices, Eagle Eye (KO31346) and Volcano IVUS
(K042188).

Performance Data:
Applicable testing was performed in accordance with Design Controls including a
risk analysis addressing the impact of modifications to the device and
components. Results met the predetermined acceptance criteria.

Conclusion:
Eagle EyeT M Gold IVUS Catheter and Volcano VHT M IVUS System have the
same Intended Use and utilize the same fundamental scientific technology as
that of the predicate devices, Eagle Eye (K031346) and Volcano IVUS
(K042188). Modifications to the devices do not raise any new questions
regarding safety or efficacy. The performance data and a declaration of
conformity with design controls support a determination of continuing substantial
equivalence of the modified device to the predicate device.
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Indications for Use

510(k) Number (if known): gOS 1537

Device Name: Eagle EyeTM Gold IVUS Imaging Catheter and Volcano VH
IVUS System

Indications for Use:

The Eagle Eye Gold catheters are designed for use in the evaluation of
vascular morphology in blood vessels of the coronary and peripheral vasculature
by providing a cross-sectional image of such vessels. This device is not currently
indicated for use in cerebral vessels. The Eagle Eye Gold ultrasound imaging
catheters are designed for use as an adjunct to conventional angiographic
procedures to provide an image of the vessel lumen and wall structures.

Volcano VH IVUS System is intended to be used in conjunction with
imaging catheters during diagnostic ultrasound imaging of the peripheral and
coronary vasculature. The Volcano VH IVUS System is intended to semi-
automatically visualize boundary features and perform spectral analysis of RF
ultrasound signals of vascular featues that the user may wish to examine more
closely during routine diagnostic ultrasound imaging examinations.

Prescription AND/OR Over-the-Counter
Use X Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)
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